Kinser, Robin D. 


From: Walk, Roger A. 

Sent: Wednesday, October 31,2001 3:30 PM 

To; Roethlg, Hans; Tricker, Anthony; Kinser, Robin D.; Lau, Raymond W.; Schepers, Georg 

Cc: Solana, Rick P.; Adams, Candace R.; remote Haussmann, Hans J.; Oey, Jan; Patskan, 

George J. 

Subject: Addressing the feedback to our posters presented at Minneapolis 


Dear All, 

Thanks for sharing the feedback from the scientists attending the posters with me. 

We want to address the feedback from the scientific community on our designs, plans, and data presented and 
incorporate their suggestions if it could improve the studies. Do you plan to act on any of those suggestions? 

Best regards, 

Roger 
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Biomarkers for tobacco Exposure: Application to clinical and epidemioloaical studies 
Minneapolis, Oct. 24-26, 2001 

130 participants (2 PJR, 1 Vector, i Swedish Match, 1 VDC) 

This briefing is on science but with potential regulatory implications (participants such as Zeller, 
Henningfield, Benowitz, Hatsukami). Pentel; This conference is a outcome of lOM’. 

Organizer: 

Transdiscipiinary Tobacco Use Research Center at Univ. of Minnesota (with Brown Untv., UC 
itvine, Georgetown Univ., Univ. Southern Calif., Univ. Wisconsin, Yale UnIv. and Robert Wood 
Johnson Foundation. 

Additional sponsors: 

NIDA 

NCI 

Faculty (examples): 

Mich Zeller, Amer. Legacy Foundation (lawyer, ExVP Marketing, Communication, Policy) 

Jack Henningfield, John’s Hopkins 

Katherine Hammond, UC Berkeley 

David Burns, San Diego 

Stephen Hecht, Univ. Minnesota 

Dietrich Hoffmann, Klaus Brunnemann, Meiikian, AHF 

Stephen Rennard, Nebrasca 

Peter Shields, Georgetown Univ. (lOM) 

Important announcements: 

• NCI report on lessons learned from light cigarettes (US OHHS Monograph 13) will be 
published Nov. 27 (see website); development of panel to determine required data for harm 
reduction claims 

• NIH, NIHHS, SG meeting on harm reduction: Dec. 13,2001 

• NIH to support independent assessment of PREPs 

Atmosphere: 

• Conference of tremendous proctical use, perfect timing 

• Hatsukami: “to learn how to interact with the tobacco industry”, “they have a lot to offer” 

• Hatsukami: "Biomarkers are the cornerstones of this exploration.” 

• Hoffmann critisized that Industry was not invited 

• Panel discussion with Hennigfieid, Benowitz, Hoffmann, Hatsukami, Zeller: Rick spoke on our 
agreement with iOM principles and science-based process with or without regulation 

• K. Hammond interested in our work on ETS exposure assessment. 

• Shieids, Benowitz: How can we share TES raw data with sc. Community (SRNT?) 

Posters: 

We presented 10/29 posters 

• 5 on biomailter validation, selection for and design of TES 

• 3 INBIFO on methods 

• 2 with PM co-author on TSNA metabolism 

Zeller: 

• Policy context for technical issues; 

• “Biomari<ers are at the core of public health policy on tobacco products.” 

• Reduced exposure not necessarily reduced harm, biomarkers can ‘bridge’ 
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• Consider research on risk perception for potential claims [Mike] 

• Premarket evaiuation such as for food health ciaims (act 1990) as a model for tobacco 
products [Paula] 

• Important role for the scientific process, acknowledged honesty of scientist-to-scientist 
interactions between industry and public health communicy and requirement for scientists 
informing the political process; not sure about honesty of business of industry. 

• Asks for full data disclosure (past, current, future products) 

Others; 

• Biomarker vaiidation (biological, relation to diseases) key research gap 

• ETS is part of ‘harm reduction’ - no concepts or data (Hammond) 

• Oxidative stress may be common element in various smoking related diseases - biomarkers? 
(Benowitz) 

• Incr. of daily cig. consumption if <0.6 mg nic./clg. (Benowitz)(we need to check data), also 
data shown by Burns 

• Total exposure data needed’ (Hatsukami) 

• Who looks at the data? What are the data for? (Panel) 

• Independent testing - independent assessment 

Re our research: 

• We use the right markers for TES and harm reduction (battery + specific target markers) 

• We look for the right diseases (Cancer, COPD, CVD, repro) 

• We are sensitive to subpopuiations 

• We explore the right disease/effect surrogates 

• We are at the front of the development 

• Validation and dose-response (quantification) are big issues 

• Accord described by Henningfield as claiming ‘reduced toxins’ 
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